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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election of Group I, claims 1-19 and 21-38, in the reply filed on 
October 10, 2006 is acknowledged. Because applicant did not distinctly and specifically 
point out the supposed errors in the restriction requirement, the election has been 
treated as an election without traverse (MPEP § 818.03(a)). 

Additionally, Applicants have cancelled claims 40-76 and added claims 77-80. 
Accordingly, claims 1-39, and 77-80 are pending in the instant application, of which 
claims 20 and 39 are withdrawn from further consideration as being drawn to a non- 
elected invention. 

Claim Rejections - 35 USC §112 

2. Claims 1-19, 21-38 and 77-80 are rejected under 35 U.S.C. 1 12, first paragraph, 
as containing subject matter which was not described in the specification in such a way 
as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. This is a written 
description rejection. 

Claims 1-19, 21-38 and 77-80 recite a detection probe for determining the 
presence of Trichomonas vaginalis in a test sample, said probe being up to 100 bases 
in length and comprising a target binding region which forms a hybrid stable for 
detection with a sequence contained within a first target sequence selected from the 
group consisting of SEQ ID NO: 1, SEQ ID NO: 2, SEQ ID NO: 3, and SEQ ID NO: 4, 
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under stringent hybridization conditions, wherein said probe does not form a hybrid 
stable for detection with nucleic acid derived from Trichomonas tenas under said 
conditions. 

The specification and claims do not indicate what distinguishing attributes are 
shared by the members of the genus. Thus, the scope of the claims includes numerous 
structural variants, and the genus is highly variant because a significant number of 
structural differences between genus members is permitted. Since the disclosure fails 
to describe the common attributes or characteristics that identify members of the genus, 
and because the genus is highly variant, "a probe, which forms a hybrid stable with a 
Trichomonas vaginalis target sequence of SEQ ID NO: 1-4, but not Trichomonas tenax" 
alone is insufficient to describe the genus. One of skill in the art would reasonably 
conclude that the disclosure fails to provide a representative number of species to 
describe the genus. Thus, applicant was not in possession of the claimed genus. 

Adequate written description requires more than a mere statement that it is part 
of the invention and a reference to a potential method of isolating it. See Fiers v. Revel, 
25 USPQ 2d 1601 at 1606 (CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical Co. 
Lts., 18USPQ2d 1016. 

Applicants claims fail to disclose the structural identity of any probe which is 
capable of forming a stable hybrid with T. vaginalis, but not with T. tenax. Without 
disclosure of the particular probes used to form a hybrid with T. vaginalis, but not with T. 
tenax, Applicants written description requirement is not deemed to be fulfilled. 
Furthermore, Applicants have claimed probes of up to 100 bases in length. However, 
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Applicants disclosure fails to identify the upstream or downstream regions of this 
fragment, which will have a profound impact on the activity of the probe. Accordingly, 
the written description of the probe is sufficient only for the identified fragment, i.e., 
"consisting of." 

The instant fact pattern closely resembles that in Ex parte Maizel, 27 USPQ2d 
1 662 (BPA1 1 992). In Ex parte Maizel, the claimed invention was directed to 
compounds which were defined in terms of function rather than sequence. The only 
disclosed compound in Ex parte Maizel was the full length, naturally occurring protein. 
The Board found that there was no reasonable correlation between the scope of 
exclusive right desired by Appellant and the scope of enablement set forth in the patent 
application. Even though Appellant in Ex parte Maizel urged that the biologically 
functional equivalents would consist of proteins having amino acid substitutions wherein 
the substituted amino acids have similar hydrophobicity and charge characteristics such 
that the substitutions are "conservative" and do not modify the basic functional 
equivalents of the protein, the Board found that the claims encompassed an unduly 
broad number of compounds. Such is the instant situation because the claims simply 
recite probes which are functionally capable of forming a hybrid with T. vaginalis, but not 
with T. tenax. 

Applicants are directed to the Revised Interim Guidelines for the Examination of 
Patent Applications Under the 35 U.S.C. 112, 1 "Written Description" Requirement, 
Federal Register, Vol. 64, No. 244, pages 71427-71440, Tuesday December 21, 1999. 
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3. Claims 1-19, 21-38 and 77-80 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The claims are vague and indefinite in the recitation of "stringent hybridization 
conditions." One of skill in the art would be unable to determine the metes and bounds 
of the claimed invention. Stringency is determined by the physical and chemical 
conditions under which the hybridization takes place as well as subsequent washing 
steps. However, without some guidance as to the physical and chemical conditions of 
the hybridization as well as that of the wash step which are deemed "stringent" as 
opposed to conditions considered non-stringent, one of skill in the art would be unable 
to determine the metes and bounds of the claimed invention. 

4. Claims 1 -1 9, 21 -38 and 77-80 are rejected under 35 U.S.C. 1 1 2, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The claims are vague and indefinite in the use of the phrase "derived from." 
Since it is unclear if the nucleic acid is undergoing any kind of chemical modification as 
implied by the recitation of "derived." Since it is unclear how the molecules are to be 
derived as referred to in the claims, there is no way for the person of skill in the art to 
ascribe a discrete and identifiable definition to said phrase. As a suggestion, 
amendment of the claims to recite "obtained from" will be sufficient to overcome this 
rejection. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1 -1 9, and 77 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
or, in the alternative, under 35 U.S.C. 103(a) as obvious over Mayta et al. 

The claims are directed to a detection probe for use determining the presence of 
Trichomonas vaginalis in a test sample, said probe being up to 1 00 bases in length and 
comprising a target binding region which forms a hybrid stable for detection with a 
sequence contained within a first target sequence selected from the group consisting of 
SEQ ID NO: 1-4 under stringent hybridization conditions, wherein said probe does not 
form a hybrid stable for detection with nucleic acid derived from Trichomonas tenax 
under said conditions. 

Mayta et al (Journal of Clinical Microbiology Vol. 38, No. 7, pp 2683-2687, July 
2000) discloses of probe Tv2, an oligonucleotide of 21 bases that detects the presence 
of T. vaginalis in a sample but does not form a hybrid with other species of 
Trichomonas. (See page 2684). Furthermore the probe disclosed by Mayta et al is a 
100% match with 21 consecutive bases of SEQ ID NO: 3 of the instant invention. 

Accordingly, the probe disclosed by Mayta et al is deemed to anticipate the 
claimed invention. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Navarro whose telephone number is (571 ) 272- 
0861 . The examiner can normally be reached on 5/4/9. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571 ) 272-0864. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Mark Navarro 
Primary Examiner 
November 7, 2006 



